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DETAILED ACTION 

1 . Claims 1,3-13 and 15-21 are pending and are under consideration. 

2. In view of Appeal Brief filed on 1/15/09, PROSECUTION IS HEREBY 
REOPENED. 

In view of applicants' arguments, the art rejections of record have been withdrawn and 
new grounds of art rejection are set forth. Claim 21 that was inadvertently left out of the 
rejections in the previous office action is included in the new grounds of rejection. A 
new matter rejection of claim 21 that was not of record in the previous office action has 
been added. 

To avoid abandonment of the application, appellant must exercise one of the following 
two options: 

(1 ) file a reply under 37 CFR 1 .1 1 1 or a reply under 37 CFR 1 .1 1 3; or 

(2) request reinstatement of the appeal. 

If reinstatement of the appeal is requested, such request must be accompanied by a 
supplemental appeal brief, but no new amendments, affadavits (37 CFR 1.130, 1.131 or 
1 .132) or other evidence are permitted. See 37 CFR 1 .193(b)(2). 

The arguments presented by applicant as part of the brief filed January 15, 2009 
all refer to specific prior rejections and the references found therein. As such, most of 
these arguments are moot. However, any arguments which are applicable to the new 
rejections set forth below will be addressed with the rejections. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
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person skilled in the art to which it pertains, or with which it is most neariy connected, to make 
and use the same and shall set forth the best mode contemplated by the inventor of carrying out 
this invention. 

4. Claim 21 is rejected under 35 U.S.C. 112, first paragrapli, as containing subject 
matter which was not described in the specification such a way as to reasonably convey 
to one skilled in the relevant art that the inventors, at the time the application was filed, 
had possession of the claimed invention. This is a New Matter rejection. 

The specification and the original claims as filed do not provide written 
description for the phrase "wherein said subject has not been treated to induce 
tolerance". Indeed, a text search of the document failed to uncover the words 
"tolerance", "tolerize" or "tolerization" in the text as filed. Claim 21 is not an original 
claim and is recited as being dependent upon claim 8, but applicant has not indicated 
where support for claim 21 is located. Given that neither the specification nor the 
original filed claims contain the word "tolerance" or reasonable variations thereof, it 
appears that applicant has introduced a new limitation to the claimed invention during 
the course of prosecution. Such an introduction of new limitations into the claimed 
invention which did not appear in the specification as filed introduces new concepts and 
thus violates the description requirement of the first paragraph of 35 U.S.C.1 12. 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office Action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented 
and the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 



This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the 
various claims was commonly owned at the time any inventions covered therein were 
made absent any evidence to the contrary. Applicant is advised of the obligation under 
37 CFR 1 .56 to point out the inventor and invention dates of each claim that was not 
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commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

6. Claims 1,3-13 and 15-21 are rejected under 35 U.S.C. 103 as being 
unpatentable over U.S. Pat. No.5,080,895, of record, in view of Barnes et al. (Journal of 
the American Veterinary Medical Association, 1964, vol.144, p. 1391-1394, newly cited). 

It is noted that the independent claims broadly recite administering antibodies 
that bind Clostridium perfringens to a subject without any indication of the purpose or 
motivation behind such an administration. However, in view of dependent claims 
reciting "therapeutic" administration (such as claim 7) and in light of the specification (p. 
6, lines 8-23, and Example 2(b), pp. 25-26), all pending claims for examination 
purposes have been examined as being methods of disease treatment. 

The '895 patent teaches methods of treating and inhibiting the development of 
intestinal infectious diseases in neonatal mammals, such as piglets, by orally 
administering antigen-specific antibodies obtained from the eggs of immunized hens 
(see entire document, particularly the abstract, the paragraph spanning columns 3 and 
4, and claims 1-11). Antibodies thus obtained have the advantages of being produced 
inexpensively at any time of the year, as well as being suitable for oral administration 
(from line 30 of column 3 to line 4 of column 4). It is disclosed that the specific antibody 
is prepared by immunization of a hen with a selected antigen, and that preferred 
antigens are obtained from pathogenic bacteria or other factors which cause intestinal 
infectious diseases in animals (col. 3, lines 35-40 and col. 4, lines 50-61). The '895 
patent also provides working examples demonstrating that orally administered 
antibodies are beneficial in the treatment and inhibition of intestinal infections, 
particularly bacterially induced diarrhea in young piglets (paragraph overlapping 
columns 4-5 and Example III). 

Further, the '895 patent teaches that the specific antibody is administered in 
solution form and is to be used as a nutritional supplement or food additive (col. 7-8). 
Also, Example III beginning in column 10 discloses a working example wherein 
antibodies specific for E. co// were administered in a solution of artificial milk to newborn 
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piglets. Thus the prior art discloses the use of avian antigen specific antibodies in infant 
formula. These piglets were then challenged with E. coli and it was observed that they 
had lower incidences of diarrhea, recoverable infectious bacteria in their stool, and 
death as compared to control piglets which had not been administered the avian antigen 
specific antibody (see particularly Tables 2-4). Since the antibodies were administered 
prior to infection, the methods of the '895 patent are prophylactic, and since they 
decreased the severity of diarrhea they are also therapeutic (see also patented claims 
1-11). Note that the piglets of Example III were administered avian antibody without 
prior exposure to avian antigens, and as such the piglets had not been pretreated to 
induce tolerance, a limitation of claim 21 of the instant application. This aspect of the 
methods of the '895 patent is also explicitly disclosed in lines 34-36 of column 8, which 
states "The administration to an animal can be performed at any time without the need 
for the animal to acquire resistance to ovular antibodies". 

The teachings of the '895 patent differ from the claimed invention in that the 
patent does not disclose C. perfringens as a pathogen to which avian antibodies are 
made and administered to neonatal animals, such as piglets. 

Barnes et al disclose that C. perfringens causes intestinal infections in piglets in 
various countries and that administering antibodies which react with C. perfringens has 
been demonstrated to reduce mortality in newborn pigs under 3 weeks old (see entire 
document, particularly the second paragraph of the left column of page 1 391 ). 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to substitute C. perfringens for the pathogenic bacteria 
used in the methods of the '895 patent. Motivation to do so comes from the fact that the 
methods of the '895 patent are disclosed for use with any pathogenic species of 
bacteria and C. perfringens is a known intestinal pathogen of piglets as is disclosed by 
Barnes et al. An ordinary artisan would have a reasonable expectation of success in 
orally administering avian anti- C. perfringens antibodies to piglets since as per Barnes 
et al. it was known in that art that administering anti- C. perfringens antibodies was 
therapeutically useful and that oral administration of avian antibodies specific for 
bacterial pathogens was therapeutically useful as per the disclosure of the '895 patent. 
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A person of ordinary skill in the art would have been further motivated to use avian 
antibodies since they have the advantages of being able to be produced year round in 
an inexpensive manner. 

Applicant has argued that the prior art teaches a requirement that the subject of 
the performed method be previously exposed to avian antigens to effect tolerance in 
said subject, and that such a requirement teaches away from the claimed invention. 

This argument is not persuasive, because as the working examples of the '895 
patent clearly demonstrate, no prior exposure to avian antigens is required prior to 
being administered an avian antibody. 

Applicant has also argued that the prior art uses monoclonal antibodies and 
discloses the advantages of using monoclonal antibodies as compared to polyclonal 
antibodies. Thus applicant asserts that a person of ordinary skill in the art would have 
been led away from using polyclonal antibodies, such as the avian IgY used in the 
instant claimed methods. 

This argument is not persuasive because the '895 patent discloses the 
successful use of polyclonal avian antibodies and their advantages which include their 
ability to be made cheaply year round. Further, the Barnes et al. reference is from 
1 964, many years prior to the advent of monoclonal antibody technology, and thus anti- 
C. perfringens antibodies discussed therein are necessarily polyclonal. Thus a person 
of ordinary skill in the art would expect administration of a polyclonal avian antibody to 
be therapeutically useful. 

7. No claims are allowable. 

8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to YUNSOO KIM whose telephone number is (571)272- 
3176. The examiner can normally be reached on M-F, 9-5. If attempts to reach the 
examiner by telephone are unsuccessful, the examiner's supervisor. Ram Shukia can 
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be reached on 571-272-0735. The fax phone number for the organization where this 
application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Yunsoo Kim 
Patent Examiner 
Technology Center 1600 
June 22, 2009 

/Michael Szperka/ 

Primary Examiner, Art Unit 1644 



/Ram R. Shukia/ 

Supervisory Patent Examiner, Art Unit 1644 



/JOHN L. LEGUYADER/ 
Director, Technology Center 1600 



